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WARNING LETTER
Certified Mail
Return Receipt Requested
August 22, 2001
Warren Goodman, M.D. W/L Number: 75 - 01
Medical Director Inspection ID: 1313590021
Prescott Imaging Center CFN: 2029646
1000 Ainsworth Drive; Suite #115 FEI: 1000518931

Prescott, AZ 86305-1664
Dear Dr. Goodman:

We are writing to you because on August 8, 2001 your facility was inspected by a
representative of the State of Arizona acting in behalf of the U. S. Food and Drug
Administration (FDA). This inspection revealed a serious regulatory problem involving
the mammography at your facility. ' : ’

Under a United States Federal law, the Mammography Quality Standards Act of 1992°
(MQSA), your facility must meet specific requirements for mammography. These
requirements help protect the health of women by assurmgl that a facility can perform
quality mammography. The inspection revealed the following Level 1 finding at your
facility: . ’

- Level 1: Phantom quality _contrd (QC) records were missing for the following
weeks: i

~ September 3™ through 9%, September 24® through 30®
November 5" through 11® November 26™ through December 2™
December 3™ through 9®, December 10® through 16 *and >
December 24™ through 30" of the year 2000; plus
January 14® through 20®, January 28 through February 3™
March 4® through 10®, March 18® through 24%, -
April 1* through 7®, April 8" through 14®, April 22° through 28"
May 20" through 26®, July 8" through 14®, and
July 22™ through 28™ of the year 2001

for unit #2 (a q machine, model @B, serial number
JEREE 1 hich is located in mammography room #2.
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Page Three of Three re: Prescott Imaging Center
August 22,2001 re: Warning Letter #75-01

S

Finally, you should understand that there are many FDA requirements pertaining to
mammography. This letter pertains only to findings of your inspection and does not
necessarily address other obligations you have under the law. You may obtain general
information about all of FDA’s requirements for mammography facilities by contacting
the Mammography Quality Assurance Program, Food and Drug Administration, P.O.
Box 6057, Columbia, MD 21045-6057 (telephone number 1-800-838-7715) or through
the Internet at http://www fda.gov.

If you have more specific questions about mammography facility requirements, or about
the content of this letter, please feel free to contact Beverly Thomas (MQSA Auditor) at
telephone number 949-798-7708.

Sincerely,
TOiE St
/21 e AA b
Alonza E. Cruse ‘
District Director
{
cc:

Prisciila F. Butler

Director, Breast Imaging Accreditation Programs
Standards and Accreditation Department

American College of Radiology

1891 Preston White Drive .
Reston, Virginia 20191-4397

Arizona Radiation Regulatory Agency
Attention: Ms Shanna Farish

4814 South 40th Street

Phoenix, AZ 85040-2968



